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DETAILED ACTION 

This office action is in response to applicant's communication of 4/1/2009. This 
action is non-final. 

Response to Arguments 

Applicant's arguments with respect to claims 1-20 have been considered but are 
moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1,10, and 19 rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 1 03(a) as obvious over Chu et al. (U.S. 5,397,31 0). Chu 
discloses a chatheter introducer sheath assembly and discloses a needle (as shown in 
figures 11-15) comprising an elongate tube (1 20) with sharpened tip, a hub (near 2a or 
4 as in figure 3) and a resilient member (22 shown in figure 3) and a clamp (12/24 as in 
figure 3), and where the clamp is in an open position (4 or 4b) and a clamp position 
(shown in figure 4a wherein "the clamp causes a strain to at least a portion of the 
resilient member thereby reducing but not occluding, the inner diameter of teh 
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opening through at least a portion of the resilient member", further a spinal needle (124) 
is shown whereby the spinal needle may become fixed but not occluded (see figure 
11a). 

Concerning the claim language, it is examiners postion that the elongate tube is 
"stiff and the tube "has a sufficient stiffness to penetrate a patients tissue and be placed 
in a patient's epidural space". The term "stiff' is a term of degree and the prior art Chu 
stiff tube (120) appears to hold its shape and is not flexible (see figure 11) and would be 
fully capable of piercing tissue (see figure 6-6e) and be placed in a epidural or permiting 
deliver to a patient's subarachnoid space (column 1 lines 60-67 disclose positioning in 
bodily through-passage or channels. It is examiners position that these through- 
passages or channels would be epidural or subarachnoind space. 

Examiner is reading this to be a functional limitation. It is well established that a 
recitation with respect to the manner in which an apparatus is intended to be employed, 
i.e. a functional limitation, does not impose any structural limitation upon the claimed 
apparatus which differentiates it from a prior art reference disclosing the structural 
limitations of the claim, where the prior art reference is inherently capable of performing 
the function described in a functional limitation, such functional limitation does not 
define the claimed apparatus over such prior art reference, regardless of whether the 
prior art reference explicitly discusses such capacity for performing the recited function. 
In addition, where their is reason to believe that such functional limitation may be an 
inherent characteristic of the prior art reference, applicant is required to believe that the 
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subject matter shown in the prior art reference does not possess the characteristic 
relied upon. 

But in the alternative if not inherent that Chu tube is stiff and capable of 
penetrating tissue, then it would have been an obvious modification of Chu. Chu 
discloses the claimed invention except for the stiff tube capable of penetration. It would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to the tube stiff for penetrating tissue, since it has been held to be within the 
general skill of a worker in the art to select a known material on the basis of its suitability 
for the intended use as a matter of obvious design choice. In re Leshin, 227 F.2d 197, 
125 USPQ 416 (CCPA 1960). In the instant case it would be used to penetrate tissue 
directly with the device rather then using a guidewire. 

The elements disclosed in Chu and the prior art of record are fully capable of 
satisfying all structural, functional, spatial, and operational limitations in the amended 
claims, as currently written, and the rejection is made. See rejection discussion below. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
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the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over Chu 
(U.S. 5,397,310) in view of Mc Wha et al. (U.S. Patent Number 5,480,389). In the 
alternative if not anticipated by Chu or obvious over Chu, Chu in view of McWha 
teaches the use of an epidermal set and clamping device with a stiff needle for 
penetrating tissue. Chu discloses the device see above, but McWha discloses a stiff 
needle for penetrating tissue. 

Chu discloses the claimed invention except for the stiff needle for penetrating 
tissue. McWha teaches that it is known to use a stiff needle for penetrating tissue as 
set forth in paragraphs at column 6 lines 15-65 to provide a means to penetrate tissue 
or a "particular anesthetic application". It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the system as 
taught by Chu with a stiff needle as taught by McWha, since such a modification would 
provide the system with a stiff needle for providing a means to penetrate tissue or a 
"particular anesthetic application" as in the McWha device. 

Claims 1-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over Mc 
Wha et al. (U.S. Patent Number 5,480,389) in view of Schaffer (U.S. Patent Number 
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5,429,616). McWha discloses a spinal epidural needle set (figure 3) comprising an 
elongate tube (14) with a sharpened distal end (15), an attached hub (22,26,34,51,40) 
and a spinal needle (12) and indicia for location (34). The epidermal and spinal needle 
system is fully capable of performing all the associated functional language and claim 
limitations. Schaffer discloses a hub/needle/catheter (see figures 2 and 5) with a 
resilient member (50) permanently mounted within a hub (26), and a deformable U- 
shaped clamp with living hinge (24) with a releasable latch push tab (60) and support 
arms, that is oriented for perpendicular movement to the elongate tube. Further the 
resilient member defines a radiused portion and the readiused portion of the pair of legs 
(48) has a radius substantially the same as the radiused portion of the resilient member, 
and a second radiused portion (figures 3-6). The resilient member and clamp of 
Schaffer are fully capable of performing all the associated functional language and claim 
limitations. 

Mc Wha discloses the claimed invention except for the resilient member and 
clamp. Schaffer teaches that it is known to use a resilient member and clamp as set 
forth in paragraphs beginning at columns 1-5. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the 
epidermal needle system as taught by Mc Wha with the resilient member and clamp as 
taught by Schaffer, since such a modification would provide the epidermal needle 
system with the resilient member and clamp for providing inward collapsing of the side 
wall portion and to reduce but not occlude the apparatus. 
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Concerning the claim language that the clamp causes a "strain to at least a 
portion of the resilient member thereby reducing but not occluding...", It is examiners 
position that the resilient member and clamp of Schaffer would be fully capable and 
known (to a PHOSITA) that the clamp would reduce but not occlude the inner 
diameter of the opening. As evidenced in figures 3 through 6 of Schaffer, the clamp has 
a range of operation that causes the inner diameter to be from fully open to occluded, 
but also has an intermediary position of a "reduced" in diameter state (when not fully 
open or fully closed). Therefore it is examiners position that the clamp would be fully 
capable of reducing but not occluding. 

In the alternative, it would have been obvious to one having ordinary skill in the 
art at the time the invention was made to have the clamp reduce the inner diameter, 
since it has been held that where the general conditions of a claim are disclosed in the 
prior art, discovering the optimum or workable ranges involves only routine skill in the 
art. In re Alter, 105 USPQ 233 (CCPA 1955). In this case it would be obvious for a 
person having ordinary skill in the art at the time of the invention, to modify the range of 
the clamp (how closed it becomes or how much it reduces the inner diameter) in order 
to limit the amount of fluid flow through an inner diameter or reduce the space to secure 
the clamp to another body. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Phillip Gray whose telephone number is (571)272-7180. 
The examiner can normally be reached on Monday through Friday, 8:30 a.m. to 4:30 
p.m. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571) 272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Phillip Gray/ 
Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



